I[NTRODUCTION]{.smallcaps} {#sec1-1}
==========================

The word "Hemovigilance" is derived from the Greek word "haema" which means blood and the Latin word "*vigilans*" which means watchful.\[[@ref1]\] Hemovigilance as defined by Faber is "a set of surveillance procedures covering the whole transfusion chain (from the donation of blood and its components to the follow-up of recipients of transfusion), intended to collect and assess information on unexpected or undesirable effects resulting from the therapeutic use of labile blood products and to prevent the occurrence or recurrence of such incidents."\[[@ref2]\]

The need for safe blood transfusion was felt as early as 1980\'s and 1990\'s when many hemophilia patients in the UK, France, Canada, Japan, and USA contracted HCV and HIV from blood transfusions and factor concentrates.\[[@ref3]\] This heartbreaking example in history emphasized the need for hemovigilance. The work on hemovigilance was first initiated in France in 1991, with the setup of monitoring systems by Blood Transfusion Committees followed by the inception of Centre National d'Hemovigilance in 1992.\[[@ref4]\] A complete French Hemovigilance System was in place by 1994, followed by the Serious Hazards of Transfusion launched by the UK. A similar voluntary scheme called the Transfusion Transmitted Injuries Surveillance System was introduced by the Public Health Agency of Canada.\[[@ref3]\] Currently, on a global scale an International Hemovigilance Network (IHN) is functional, which evolved from the European Hemovigilance Network established in 1998. To further augment the safety of blood transfusion an international database - International Surveillance of Transfusion Associated Reactions and Events has been formed to share hemovigilance data across the globe.\[[@ref5]\]

Blood transfusion safety systems may be managed either by regulators (e.g. France, Germany, and Switzerland), blood manufacturers (e.g. Japan, Singapore, and South Africa), medical societies (e.g. Netherlands, UK) or public health authorities (e.g. Canada).\[[@ref6]\]

Hemovigilance has evolved from pharmacovigilance, which aims to collect and assess information related to medicinal products, most importantly adverse drug reactions in human beings. Pharmacovigilance in transfusion medicine deals with plasma derivatives: Clotting factor concentrates immunoglobulins, albumin, and other fractionated products. Hemovigilance, as the name suggests, is responsible for blood components: Whole blood, erythrocytes concentrates, thrombocytes concentrates, and fresh frozen plasma.\[[@ref7]\]

The information obtained through hemovigilance is imperative to make necessary changes in transfusion policies, for amendments in transfusion practices in hospitals and blood services, to enhance transfusion standards, to help in formulating transfusion guidelines and to improve quality and safety of entire transfusion process. The ultimate goal is to improve the overall safety of blood transfusion by detecting and analyzing all untoward effects of blood transfusion to correct their cause and to prevent recurrence.

As per the Ministry of Health and Family Welfare, Government of India, there are 2545 authorized blood banks in India which emphasise the need of a centralized hemovigilance system in India.\[[@ref8]\]
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==========================================================================================

Hemovigilance Program of India was launched at the national level on December 10, 2012, as a fundamental component of the Pharmacovigilance Program of India (PvPI). The hemovigilance program is functional through a core group and an advisory committee, which coordinate the activities of hemovigilance between medical colleges and the National Coordinating Centre and also provide an expert opinion for analysis of the information generated. The advisory committee also provides insights helpful in linking Hemovigilance Program of India with the IHN. The Transfusion Reaction Reporting Form (TRRF) and the software (Hemovigil) for reporting were also designed under the guidance of the advisory committee.\[[@ref9]\] Hemovigil software was uplinked on National Institute of Biologicals (NIB) website on January 24, 2013, and can be assessed from <http://nib.gov.in/haephp/haemovigilance_login.php>. The TRRF can be downloaded from these websites: [www.nib.gov.in](http://www.nib.gov.in), [www.ipc.gov.in](http://www.ipc.gov.in) and [www.cdsco.nic.in](http://www.cdsco.nic.in).

This program is being implemented under the ambit of the PvPI. It is launched by the NIB in collaboration with the Indian Pharmacopoeia Commission (IPC). Currently, 154 centers have been enrolled in this program.\[[@ref10]\] The data from the medical colleges (Department of Transfusion Medicine or the blood bank) in case of any adverse reaction related to blood transfusion or blood product administration is collected. Information obtained is filled in the TRRF and forwarded to the National Coordinating Centre at NIB through Hemovigil software. The recommendations based on the collected data will be forwarded to the National Coordinating Centre IPC for further transmission to Drugs Controller General (India), Central Drugs Standard Control Organization.\[[@ref11]\] The safety regulatory guidelines will be formulated and modified from time to time by CDSCO based on the inputs from TRRF, which will be implemented by health care professionals and blood banks for the benefit of patients. This data communication process has been illustrated in [Figure 1](#F1){ref-type="fig"}.

![Flow chart of transfer of information under hemovigilance program of India](IJABMR-5-200-g001){#F1}

About 765 adverse reports were submitted via hemovigil software by centers to NIB. Of 735 reports submitted between February to November 2013, 364 (49.7%) were febrile nonhemolytic transfusion reactions and 167 (22.8%) were allergic reactions. The type and number of reaction reports generated under the Hemovigilance Program of India have been shown in [Figure 2](#F2){ref-type="fig"}.\[[@ref12]\] Not a single case of transfusion-related acute lung injury were reported which may be a result of under-diagnosis as well as under-reporting. Despite being active, there is overall under-reporting of adverse reactions associated with blood transfusion. WHO identified that the fragmented blood transfusion systems, lack of government commitment, lack of understanding among clinicians, lack of culture of reporting, fear of punishment, lack of expertise and regulatory framework on hemovigilance, lack of computerized management system might be challenges for the implementation of hemovigilance program in the world.\[[@ref13]\]

![Type and number of reactions reported by centers under hemovigilance program of India. FNHTR -- Febrile non-hemolytic transfusion reactions, HTR -- Hemolytic transfusion reactions, TAD -- Transfusion associated Dyspnea, TACO -- Transfusion associated circulatory load, TA-GvHD -- Transfusion associated -- Graft versus host disease](IJABMR-5-200-g002){#F2}
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Hemovigilance is an essential component of quality management in a blood system and is needed for the continual enhancement of quality and safety of blood products and transfusion process by monitoring and safeguarding the adverse events associated with the use of blood products.
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